WORLD INTELLECn 
Inte 


INTERNATIONAL APPUCATION PUBUSHEE 



(51) Internatloiial Patent Classiflcatfam ^ : 
A61B 17/42 


ifO 9602X97A1 


Al 


I (43) International Publication Date: 1 Febniaiy 1996 (01j02.96) 


(21) International Application Number: PCnN095/(X)126 

(22) International Filing Date: 1 1 July 1995 <11 .07.95) 


(30) Priority Data: 
942636 


13 July 1994(13.07.94) 


NO 


(71)(72) Applicant and Inventor: SADEK, Latif [NO/NO]; Hamar 
Sykchus, N-2300 Hamar (NO). 

(74) Agent: ONSAGERS PATENtKONTOR AS; P.O. Box 265 
Semnim. N-01Q3 Oslo (NO). 


(81) Designated States: JP. NO. US, European patent (AT. BE, CH, 
DR DICES. FR. GB, GR, IE. IT. LU. MC. NL. FT, SB). 


Published 

With international search report. 

In English translation (filed inJ^orwegian), 


(54) Title: INSTRUMENT FOR GYNAECOLOGICAL SURGERY IN WOMEN 



(57) Abstract 

A surgical device consisting of two curved arms (2, 3), held together by a nu>vable joint (4). One arm has in the end one or more 
elongated holes and when the device is closed the holes form an extension to the tube(s) on the otlter arm. The device can be opened by 
freeing teeth in the ratchet (11) frcnn the teeth in element (4) and it is shut and locked automatically in a position where die holes in one arm 
complete the extension of the tubes in the other arm. The device also comprises a thin long needle(s) which in use will be guided through 
the tube(s) in one of the aims, and a movable needle holder (10). The instrument has several uses e.g. needle suspension for incontinence 
or prolapse. 
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Instrument for gynaecological surgery in women. 

The invention relates to an instrument for use in the surgical treatment of 
gynaecological complaints. 

The surgical treatment of incontinence and/or gynaecological prolapse in 
5 women is both expensive and complicated. 

Out-patient treatment of incontinence or gynaecological prolapse should fulfil 
the following criteria: 

1. The surgical technique should be as simple as possible. 

2. Contacting the bladder with a surgical instrument should be avoided. 

10 3. The surgical area should be as limited as possible to avoid the risk of 
bleeding. 

4. It should be possible to perform the operation under local anaesthetic. 

This can only be achieved by use of a thin needle, avoiding contact with the 
bladder or bladder neck (urethrea) from above during swgery and making 
15 only minimal incision in the abdominal wall. 

There are several types of instrument for surgical treatment of incontinence 
(US 5 149 329, US 5 013 292, US 5 1 12 344 and US 5 019 032). 

Of these, US 5 112 344 concerns an instrument for correction of 
incontinence. This consists of a flexible needle plus a needle holder, while 
20 US 5 019 032 is a similar instrument which also has the facility for visually 
monitoring the operation. US 5 013 292 consists of a needle, cannula and 
sutures. US 5 14? 329 consists of a pliable tube, a pliable suture needle with 
a cutting edge and a needle holder. The needle is pushed through the tube 
with the aid of the needle holder which has a fingergrip. 

25 What is common to all these instruments is that they arc constructed for a 
specific surgical technique and are not interchangeable. As an example the 
instrument in US 5 149 329 cannot be used with the present operating 


wo 96^02197 


2 


PCT/NO95/00126 A 


technique because the needle is too short and thick, and the thickness of the 
needle increases the risk of bleeding and it will be impossible to use local 
anaesthetic. The needle cannot be inserted blindly without a considerable risl 
of damage to the other organs in the abdomen. None of the instruments used 
5 in the prior art can therefore be used in ^surgical treatment in accordance with 
the four above mentioned criteria. 

The object of the present invention is thjerefore to present an instrument 
which can be used for surgical treatment fulfilling the above criteria. 


This object is achieved by the present invention characterized by the enclosed 
10 claims. 

The instrument is used for needle suspension of the bladder neck for 
treatment of women suffering from incontinence. The instrument can also be 
used to perform a new and simple surgical technique for women with second 
degree of prolapsed uterus and utero- vaginal prolapse or for total vaginal 
15 (Vault's vaginal) prolapse following an earlier hysterectomy. The use of the 
instrument is, however, not limited to these complaints. 

The present invented instrument consists of a device 1, with two movable 
arms 2, 3, held together by a movable joint 4, with a spring tensioned ratchet 
11. The movable joint 4 with ratchet 1 1 prevents the device from opening 

20 unless released by manually turning the ratchet 11 so that the teeth are 

disengaged. The lower arm 3 ends in a transverse ring 6, which fits on to a 
normal size finger. In addition arm 3 has one or more tubes 5 built into the 
arm, and the end opening of this or these is on the outer edge of the ring 6. 
Tube(s) 5 has (have) a gently curved form and the other end is fastened in 

25 arm 3 with a bracket 9. Upper arm 2 has in its tail end one or more oblong 
holes 7 so that when the device is shut it corresponds with the openings of 
the tubes 5 at the ring's outer edge 6. In addition the instrument contains one 
or more thin needles 8 which are sharp (cutting) in one end and blunt in the 
other and where one or more holes are positioned, side by side lengthwise 

30 which are of suitable diameter for double surgical thread. The needle(s) will 
in use be guided through a tube 5 and must therefore be made of slightly 
pliable material. When the needle is in use the needle holder 10 should be 
employed. This has a suitably sized hole through it and a screwclamp to 
retain the needle. 
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The invention is described in more detail with the help of the drawings 
where: 

Fig. 1 shows a sideview of a closed device. 

Fig. 2 shows the needle holder and the needle with the holes in the blunt end 
5 enlarged. 

Fig. 3 shows a sideview of the device with the movable connecting link 
dissembled and the arms removed, and 

Fig. 4 shows a sideview of the bracket closed and a cross section of the 
device seen against the line V-V. 

10 Use of the instrument is initiated by opening the device, and inserting arm 3 
into the vaginal opening, guiding it with a finger placed in ring 6, so that the 
end(s) of tube(s) 5 on ring 6 is (are) placed against a small lateral cut in the 
vagina. The top end of arm 2 is placed in a small skin cut above the 
symphysis and at the side of the middle line. When arm 2 and 3 are correctly 

IS positioned, the device will automatically lock with the ratchet 1 1 in the 

movable connecting link 4. The hole(s) 7 on arm 2 are now positioned over 
the end(s) of tube 5 in arm 3. Needle 8 is inserted into needle holder 10 and 
fastened with the needle holder screw, then inserted through tube 5 so that it 
penetrates connective tissue and muscle tissue in the abdominal wall and 

20 passes through hole 7 in arm 2. The ratchet 1 1 now releases the movable 

connecting link 4 so that the device opens and can be pulled out. This leaves 
needle 8 in the abdominal wall with the blunt end, with the holes protruding 
from the vaginal opening and the sharp end sticking up through the skincut 
above the symphysis. The bladder is viewed from the inside by cystoscopy 

25 to ensure that needle 8 does not penetrate the bliadder. If this should happen, 
the needle 8 must be withdrawn, repositioned and checked again. The 
threads from one stitch or more which have been made in the vaginal wall 
can now be inserted through the holes in needle 8 and pulled up through the 
abdominal wall with the help of the needle. Several holes in needle 8 make 

30 it possible to keep apart the thread ends which are being pulled out. The 
neck of the bladder or the vaginal wall or possibly the uterus, can now be 
lifted up by fastening the thread ends in a band in the abdominal wall. The 
skin cut and the cut in the vagina should now be closed by sutures. Some 
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patients have the need for several fastening points in the abdominal wall. 
This can be effected by using several tubes 5, all ending side by side which 
makes it possible to place several needles 8 at the same time while the devio 
is in place. The design of the instrument makes this possible. 

5 Fig. 1 describes the invention where the upper curved arm 2 has one, 

normally two, elongated holes 7 which are placed squarely across the arm so 
that they effectively lengthen the tube(s) when the device is shut. The upper 
arm 2 is connected by a movable connecting joint 4 with a spring tensioned 
ratchet 1 1. These connections are so placed that when the device is shut the 

10 holes 7 will always be positioned virtually above the tube openings 5 in ring 
6, with minimal lateral leverage. The lower arm 3 is also curved so that 
when viewed from the side the devide i$ almost oval. This distal part of the 
arm 3 ends in a ring placed across 6 which in its edge has one or more, 
(usually two) end openings for the tube(js) 5, whose openings are positioned 

IS against the holes 7 in arm 2 when the device is shut. The ring 6 is gauged to 
the diameter of a normal finger. The tube or tubes 5 which are rigid 
structures and are made of the same material as the arms 2 and 3 can be built 
into parts of arm 3 or be lying free on the outside of the arm. They must not 
however, be more curved than that the needle 8 can be dravm through the 

20 tube without difficulty. 

Fig. 2 shows the needles 8 which are sharp (cutting) at one end and blunt 
with two holes positioned side by side lengthwise at the other end. Other 
models may have several holes. The needles match the inner diameter of the 
tube 5 and may be made of a pliable material for example a steel alloy. A 
25 needle holder 10 with holes can be pullejd on to the needle and fastened onto 
this with a screw clamp. 

Fig. 3 shows the device 1 with movable joint dissembled. The movable joint 
consists of the element 4a on arm 2 with teeth in the outer edge and 4b on 
arm 3 where the ratchet 1 1 is attached and moviable so that the spring loaded 
30 ball presses against the element 4b. The movable joint can be released, and 
the ratchet's "toothed" end disenganged by pressing the "tongue" of the 
ratchet against arm 3. 

Fig. 4 shows a side view of the closed device as in Fig. 1 and a cross section 
through line V-V, showing the formation of holes 7. These can have any 
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suitable shape but are usually elongated and make up the continuation of tube 
S when the bracket is shut. 

In one embodiment of the invention the whole device 1 is made of the same 
material, e.g. hard plastic or a metal such as a steel alloy, while in another 
5 embodiment the arms 2, 3 are made of rigid plastic for single use 

(disposable), while the movable joint is made of metal for re-use. The arms 
2, 3 are in this case connected to the movable joint with the aid of a single, 
rigid connection of known type. 

The advantages of the insstniinent 

Correct placing of the device avoids the risk of touching or damaging 
other organs. 

During the passage of the needle, the needle meets the holes 7 in arm 2 
and passes out without the need for further palpation by the surgeon's 
finger from above, which could risk damage to the finger. This protects 
both the surgeon and the patient against transmittable blood diseases. 

The instrument has several areas of use; 

Needle suspension for stress incontinence; 

Needle suspension for treatment of uterovaginal prolapse or Vault's 
vaginal prolapse which occasionally happen after removal of the 
uturus. 

Operation adantages 

1. An alternative for patients with unsuccessful results after the traditional 
operation with its recurrent failure risk. 

2. The operation protects and improves the sex life of women with 
25 prolapse. 

3. Simple to perform. 


10 L 
2. 

15 

3. 


4. Performed under lumbar or local anaesthetic. 
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5. Short operating time. ^ 

6. Minimal bleeding during operation. 

We have achieved good results in the tvk> types of operation where the 
recovery percentage is 94,1 for urine incontinence when examined after 14,2 
5 months and 90% for gynaecological prol^ipse examined after 12 months. 
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PATENT CLAIMS 

1 . Surgical device for use in gynaecological operations, 
characterized in that it comprises 

(A) device (1) which consists of two curved arms (2, 3) made of suitable 
5 material, which is held together by a movable joint (4) with a ratchet (11), in 
one end of the arm (2, 3) made of the same or other material, while arm (2) 
has in the other end one or more elongated holes (7) running at 90 degree 
angle to the length of the arm, so that when the device is closed the holes 
form an extension to the tube(s) (5) on arm (3) which emerge(s) in the outer 

10 edge of the ring (6) which is positioned transversely with the other openings 
of the tubes firmly fastened to the arm (3) by a bracket (9), so that the device 
can be opened by freeing the teeth in the ratchet (11) from the teeth in the 
element (4a), and that it shuts and is locked automatically in a position where 
the holes (7) complete the extension of the tubes (5); 

1 S (B) a thin, long needle (8) made of suitable material which has a sharp edge 
in one end and one or more holes side by side in the blunt end, and 
(C) a movable needle holder (10) pierced by a hole suited to the needle (8) 
where the needle (8) can be fastened by a screwing device when the needle 
holder is fitted onto the needle. 

20 2. Surgical device according to claim 1, 

characterized in that arm (2) has two oblong holes side by side and arm (3) 
has two tubes (5) side by side. 

3. Surgical device according to one of the preceding claims, 
characterized in that the tubes (5) are at least partly built into the arm (3). 

25 4. Surgical device according to one of the preceding claims, 

characterized in that the arms (2, 3), movable joint (4), ratchet (11) and tubes 
(S) are made of the same material, e.g. rigid plastic or steel alloy. 

S. Surgical device according to one of the preceding claims, 
characterized in that the movable joint (4) is made of metal for re-use while 
30 the arms (2, 3) and the tubes (S) are made of rigid plastic for single use only 
and attached to the movable joint by a rigid joint (12). 
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6^ Surgical device according to one of the preceding claims 
charactenzed in that the needle <8) i made <Ja stai:^^ j alloy. 
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